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mental health issues, in particular, was tiie proportion of child victims who had prevention, imerventior. and treatment 
found to be one of the weakest in the a recurrence, of malirr,atrnent and the of child maltreatment (i .e ., physical 
GFSRs . Areas of interest for research factors associated vvith these repeated abuse, sexual abuse, emotional 
mav examine CPS procedures for events . The findings showed that re- rnali~reatnnL .t or neglect) on, auiy of the 
identifying and responding to children's re~;orting w,5 ,elatively rorr:mon- topics listed in (A) Legislative topics, 
mental health issues as well as the abc ~t one-fh : .d of rh:idren had at least (B) Other Topics, above, ~~r any other 
prevalence, type and severity of mental one repeated. Yepc>rt of maltreatment child raalcreatment topic . 
health problems anion.- children v,-iEhiti a five-year period . For the most In addition to the topics cited abovc : 
identified in State child welfare part . the same factors were rel.ated' 9o practitioners and researchers are 
systems . In addition, findings from, the both rp-reporting of all reported encouraged to propose other re)evant 
National Survey of Child and children anci recurrence among victims subjects for rosearch topics ii ; child 
Adolescent Well-Being (NSCAtiN) show of rraitreatrnent . Findings were also al .se and neglect . 
that high rates of mental health similar when i3aalyses examined on iy problems among parents, coupled with the presence c~~ a single subsc~querx loan ~'~ ~ln:, 
low rates of identification and referral, even' or the number end type, of on Children, 
is a serious issue . CB is interested in multiple sut;y:quer:t events . Bath re- Yo u r_°i and TrmJies. 
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report or re-victimization experienced Food and Drug Administration 
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organizations and youth development in the initial event . Areas for further 
ensuring the healthy development of research might examine ; Factors that are Determination That TECdUliV 
children, CB is interested in research to predictive of a second investigation ; (Gatifloxacin) injection, 10 Milligrams - 
evaluate programs ernploying these report sources that are the most likely t .-) Pe~ ~ Milliliter (200 Milligrams), Was Not 
strategies to prevent child abuse and be associated with e second Withdrawn From Sale for Reasons of 
neglect . Research topics may include investigation : services that decrease Safety or Effectiveness ' 
the evaluation of the effectiveness of 
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subsequent investigation : and services 
that decrease subsequent victimization, 

AGENCY : Food and Drug Adrninistia :iori, 
dissemination of promising practices . 
SecondaryData Analysis : CE 

Prrpetrrtri CB c.oritinuRs to be 
interested in F erpetrators, with the 

HHs, 
qCtIbN ; Notice . 

encourages the utilization of existiu~ not:oii that understanding who this SUMMARY : The Food and Drug data sources particularly the use of gruiip is and z;liat their characteristics -LdI,lil,,ist ;ai:iori (FDA) has de+_errnired - service data through the National Child are, can hell) to inforn: more effective that TLt?t"IN (,>atif2oxacia) injection, 10 Abuse and Neglect Data System 
(NCANDS) . CB is interested in 

iritc~~ ventioi: and prevention efforts . The 
Office, of thc; Assistant Secretary for 

inilli -r . ms (ing) per millilltsr(niL) ,200 
sng7, was 'not withdrawn from sale for secondary data analyses using NC.~~NDS Planning and ~;caluati :~n un~lertook an reasons oi'safety or effectiveness . This focusing on service utilization, an.-', sis of NC;AT?L)S data examining deternnniEtio.; will allow FDA to recurrence and perpetrators . 
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differences in service patterns that exist intc the service and recidivism Congxe s, . =.nacled the Drug PrieE 
between child victims who remain in orilcomes . Gompe~~ition and Patent Term 
their homes and those who are removed ; 
and the variations in service patterns C Field Initiated Reseazch on Child 

Restoration Act of 19&4 ,the 1984 
a,ne;ndmen}s1 (Pub . L, . 98-41,'), which 

' within States according to county ridUse Qnr1 a 
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characteristics . Tile gerierat;on of new knowledge. for versions of drug products approved 
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Iargely been examined for six-month abuse and nr;alect inlpcoves prevention, sponsors must, with certain exceptions, 
periods using NCt1NDS data . The Office identification, assessment and show that t_~e drug for which they are 
of the Assistant Secretary for r' :anninh treatment . Re-search areas to be seeking approval contains the same 
and Evaluation undertook a longitudinal addressed may be those that vvill active ingredient in the same strength 
analysis of NCANDS data examining expand the cu,-rent knowledge base, arid dosa .f~,,e form as the "listed drug ;" 
repeated CPS involvement . Using a build on prior research, contribute to which ;s typically a version of the drug 
multiyear daYaset of 1,396,998 children, practice enhancements, inform palic}r, that was pre-~~iousip approved . Sponsors 
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necessary to gain approval of a new , irlieciion, 1( 
drug application (NDA) . The onli/ un ,derNDA 
clinical data required in an AN'Df1 are frcnn sale ft;: 
data to show that the drug that is the eifec:t :<<renes 
subject of the ANDA is bioequivalert to no data o;o 
the listed drug

. 
that'i'EQli(~ 

The 1984 amendments include what Ira/t1_j, iZ00 is now section 505(j)(7) of the Federal de ~s ~i res~ Food, Druo, and Cosmetic Act (21 L.S .(;, concerns, FT 
355(j)(7)), v,th?ch requires FDA to evaluation a publish a list of all approved drugs, c3at~i has not FBA publishes this list as part of the v,-o ;lla indi(, "Approved Drug Products With withdrawn i Therapeutic Equivalence Evaluations," et'feetivEnes~ which is generally known as the 
" ~vill contirni Orange Book." Under FDA regulations, , ~a;=Eloxaciri drugs are withdrawn from the list if the mg), in the ' a;ency withdraws or suspends appro~~al L .isl sect:or of the drug's NDA or ANDA for reasons AMI-JAs that of safety or effectiveness, or if FDA (h3tifioxacin determines that the listed drug -was Ingj, cIlaN, he withdrawn froir, sale for reasons of 
safety or effectiveness (21 GPK ,314 .162) . Daiad: Janu 
Under 21 CFR 314.161(a)(1), the Jeffi' y Shurel 

agency must determ.ne whether a listed Assi funi Con 
drug was withdrawn from sale for [FR Dur. . E6-1 
reasons of safety or effectiveness before BILLING CODE a, 
an ANDA that refers to that listed drug __ 
may be approved . FDA may not approve 
an ANDfl that does not refer to a listed DEE'AFtTMEI 
drug, HUMAN SEF 

. TEQUlN (gatifloxacin) injection, 10 
mo/mL (200 zrLg), is the subject of Food anti Dr 
approved NDA 21--i)62 held by Bristol- [Docket Na . 21 Myers Squibb . TEQUI'V (gatifloxacin) 
injection, 10 n:g/mL. (20t) mg), is an C7etetminatit 
antibiotic used to treat adults with lung, Period for P± sinus, or urinary tract infections . Extension ; c FDA approved the NBA for "I'EQUTN 
(gatifloxacin) injection, 10 mg/nit, (200 AGENCY : roo 
mg) and 10 mg/mL (400 m;), on 
December 27, 1999 . On January 27, ACTION : Notir 
2003, FDA received revised product 
labeling relating to several approved 

--- - - SUMMARY : Th 
supplements for TEQUIN (gatifloxacir~) . ~~jrni~zistrati 
This revised labeling deleted references `~1`, r~'LUlato. 
to T'EQUIti (gatifloxacin) injection, 10 SURPASS rr, 
ng/mL (200 mg), indicating that this of chat deter; 
product was no longer being marketed . law, F'DA ha,, 
Therefore, it was moved from the because of ill 
prescription drug product list to the aPPEcation t, 
"Discontinued Drug Product List" and Tr` deIn`' 
section of the Orange Book . The COTI'lIIle['C8, Ii 

''Discontinued Drug Product List" which c1_ahns 
delineates, anlong other items, drug ADDRESSES: I- 
products that have been discontinued and petitions 
from marketing for reasons other than Management 
safety or effectiveness . Adjr ;nistrati~ 
Apotex Corp ., submitted a citizen 1061, Ftockv 

petition dated January 13, 4005 (Docket electronic co 
No . 2005P-0023ICP1}, under 21 CFR wi^'ri`_Frja .gov. 
10.30, requesting that the agency FOR FURTHER 
determine whether TBQUW GlaudSa V . C'r 
(gatifloxacin) injection, 10 mg/mL (200 Policy (13FI) - 
mg), was withdrawn from sale for AdminiSYratii 
reasons of safety or effectiveness . After Rockville, ?A ',, 
considering the citizen petition and Sl9PPLEMENTA 
reviewing agency records, FDA has Price, Compei 
determined that TEQUIN (gatifloxacin) Restoration z', 

, . W3i3~riday, I'eb :uat,Y :f, 200f', ,'~Notices 57~~9 

m~/ms`~ (=?t70 nng), ;+pprered and lhr:; GEr k:~ric Animal Drug and Patent 
C-OS',~� Ura~; riot withdravun T:,r7,r hFSEeraYion Act ,Pub . I . . 1J0-670) 
rs~asons of safety or genrrrailv o,.o1ridF, that a patent may be 
The petitioner ideii ;ifiiau extended for <3 pexiod_ of up to 5 yesrs 
s~r inf0rz~~atian sn~;gesrin~, r long as tl~e ratent?d iteiz~ (hum`n 
(~,aiifloxacin) in~er,t ;on, 1d) g i:rtxg p~~cx+, ci, anirnal c'~rug product, 
- was -withdre:,Vn frou, medical device., food additive, o: color 
1 of safety or effectheness adclitivel was subject to re ;tilatory 
i's independent r=~`,rie~- by FDA before the iteli~i tivas 
relevant literature and m jrketed . Under these acts, a pzod.urrt'e 
i3icovered a»yfliing tlia: regulatni y review period forms the basis 
rr,~ that this product wa ;: for d1eir,r3niizzng the amount of extension 
i zeasor of safety or an applic .~nt inay receive. 
lccoi dtng?y, the agency ~ regul iEnr-y review period consists of 
7o tisi 'I'LQUIN tvao po-rio zs of time : A testing phase and 
injection, 10 rng/r.il, (2 :)0 
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(-he testing pIoduicts has b i g l o uc , p e eg ns oil 

)~ the Orange Book, the < arliei (late i~vhen either a major 
eFer to 'i HQTJT_N °n vrronmcanf«l effects t:est was inLftiated 
injeeCtorz : 30 in?`iaL (2Ut7 for the c1;-i .K or when an exemption 
pproved by the ager°:y, linder secl}nn ';12(j) of the Federal Food, 
w 27 , ~cor . Lrap, and Cosmefic Act (the act' (27 

135 ~,. ,'6!)ll ~ J I,, .) became effective and 

,is -ioner fcr Policy. 
runs until the approval phase begins . 
The ;}pprovai -phasa starts with the Ts Pilad 2-2-06, 8 :4s a:s,j inztia1 so brnission of an application tca 

0-oi-s n-larket thc~ animal drug product an.d 
continues ;Yntii FDA rant i i g s perrn . ss on 

T OF HEALTH AND 
to mxzkFt the drug product, Although 
only a pcir'~ion of a regulatory relfiew MES . period 3T1aV count toward t72 actual 

g Administration 
anicunt: of , xtensior that the Director of 
1'alents and Trademarks mav award (for 

)4c-03&91 example, half the testing phase must be 
subtracted as -,,,jell' as any time that may. t of Regulatory Review have occurred before the patent was 

°poses of Patent issued), FDA's determination of the 
fRPASS leitgth 4a cf~g~guiatofy review period for 
~iad P~~ug Administra :ion ; an animal cl~~u~ product ~i~1 include all 

of the lestzilg phase and approval phase 
a opo~;il`~ d i7Y 35 U .S.C . 156(a)(4)($), 
FDA recUTitfS> a roved for rnarketin ---------- 

~ood and Drug 
pp g 

u t c annual drug product Si.7RFASS 
t-: (FDA) 'has dPleS.'112CLEd 
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ldiClDi2II1C SOdIt11I1), SURPASS lo 

~evie,,v period for inuir_~t+~c ~_~t+~c~ Pc;r the control of pain and 
. 13 Publishing ~1S notice 1?~f1flRlLtlflto7 ~'.SSOC1titEC~ with 

ination as required Lv °`zeoarthrrii : in tarsal, carpal, ' 
r!ade the deterr.inatint: 
subnaiss :on of an 

metacarpof~Fial~:ngeal, 
rnr,tdtars opnalangeal, and proximal 

fhe Direc :tox of Patents inci,fpnslangeal (l:ock, knee, fetlock, ~nci 
es, I3eparlme»t of pastern} ja'~nts in horses . Subsequent to 
the extension c~f a patent 
'riat an~r~~al d .°uE, F;reduc: . 

iku} a~~p .,~ al,'~he P ate'nt and Trademark 
t~itic : r~:cci-~ed a patent term restoration 

iomit written ron.mer_ts a-, plicatiun for SURPASS ~ (1, .~_ Patent ~~o 4 ,~';7,t778) from Pvlezei Associates c the Division of ?~ocnets 
HFr1-'j05), Food and Drug 

, 
i~ti~ , and t~ze Patent and'Crademerk 
Offico roquest.ecl FBA's assistance in , 5630 Fishers Lane, .; n1 . 

(;, NE) 20852, 5.1~?) ;11C 
deter_nznir:.g this patent's eligibility for 

. 

,11F;J1tS 10 12tt~? :i% 
paten' teii~ restoration . In a lettei flated 
April 8, 2005, 1.' .DA advised the. Patent . . toeriets/; comn3ews . _ 
and 'TTraderrLark Office that this animal 

IFORMATION CONTACT' 
110, Office of kegslato .r 

drLtg product had undergone a 
re~;ulaton~-s-eviaw period and that the 

~ 13j, Food and D;-ug 
1, ; fi00 Fishers I an~ . 

~pprucal cf SuRPtaSS represented the 
ti ,t p~:irnitted commercial. marketin Or 
iise a9'lhe product . 'Fhereafter, the 

b' INFORMATION: The Drug Patont and Trademark Office requested 
ion and Patent Tern, that FDA determine the product's 
~ of 1984 (Pub . L. y8-~?17j ~cqliaic-y review period . 


